tool is an interactive tablet-based application designed to improve shared decision making by educating and engaging families and helping them resolve decisional uncertainty. The stakeholder group consists of children aged 7 to 17 years and their families, community-based pediatricians, emergency medicine physicians, surgeons, nurses, patient educators, and payers. The stakeholders have participated in all phases of this project including trial design, intervention development, outcome selection, recruitment, and retention.
Collective stakeholder meetings occur semiannually, with additional quarterly email updates throughout the course of the project to discuss issues related to the current phase of the trial. Stakeholder suggestions are discussed to determine which can be reasonably implemented given financial, logistical, and ethical limitations. The 2 most recent meetings since the beginning of the trial have focused on approaches to enrollment and methods of retention. Several stakeholder recommendations have been implemented including changing the enrollment script, offering an online option via an emailed link (in lieu of a telephone interview) to complete follow-up questionnaires, asking for preferred times of contact, and mailing reminder letters about upcoming follow-up appointment. Enrollment and retention rates before and after the implementation of stakeholder recommendations were compared using χ 2 tests or Fisher exact tests as appropriate. The study was approved by the Nationwide Children's Hospital Institutional Review Board and written informed consent and assent for children 9 years of age and older was obtained from each participant and the participant's parent or legal guardian.
Results | Participant enrollment and 30-day retention rates in the RCT of pediatric appendicitis improved significantly after the adoption of stakeholder recommendations. To improve enrollment, the enrollment script for the project was changed on the basis of stakeholder recommendations from stating that the RCT is investigating a tool designed to improve decisionmaking about appendicitis treatments to a script with a 2-part message. The first part states that the study was designed in conjunction with patients and families to improve the way in which the medical team communicates with families, and the second part explains to families that the study is testing a tool designed to improve both physician-patient communication and promote shared decision making about treatments for the patient's appendicitis. Following this change, enrollment in the RCT increased from 65% (22 of 34) to 95% (105 of 111 eligible participants enrolled; P < .001). To improve retention, we began offering an online option via an emailed link for participants to complete follow-up questionnaires. This increased the rate of completed 30-day follow-up from 58% (14 of 24) to 85% (79 of 93) (P = .009, Table) of participants enrolled for 30 days or longer. Further investigation revealed a significant increase in retention among participants who elected surgical therapy (7 of 17 vs 48 of 58; P = .002) but not among those who elected medical management, as this subgroup already had a high reten- tion rate of (7 of 7 vs 31 of 35; P = .81). Asking for a preferred contact time (76% vs 85%; P = .32) and mailing reminder letters (78% vs 89%; P = .31) resulted in nonsignificant improvements in retention rates.
Discussion | The participation of a multidisciplinary stakeholder team provided unique perspectives that helped improve recruitment and retention rates in the RCT. Implementation of stakeholder recommendations on how to explain the purpose of the trial to eligible participants in the urgent emergency care setting significantly improved enrollment. The implementation of stakeholder recommendations for maximizing patient follow-up also significantly improved retention rates. We believe that our success in achieving these goals stems in part from involving stakeholders throughout the entirety of the project, building strong ongoing relationships, fostering open communication, and appreciating all opinions. This study demonstrates the potential value and effect of involving patients, families, and other health care stakeholders in the design and performance of surgical trials.
